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10-144 CM.R.Ch 114 Rules Governing the Reporting of Sentinel Events

Purpose.  The Regulations Governing the Reporting of Sentinel Events create a system for

reporting all sentinel events to improve the quality of healthcare and increase
patient safety. The reporting system focuses the attention of a healthcare facility on
understanding the causes that underlie the event and on changing systems and
processes to reduce the probability of future events.

Section 1.  Definitions. As used in these rules, unless the context otherwise indicates, the

1.1

1.2

1.3

1.4

1.5

1.6

1.7

1.8

following terms have the following meanings.

Adverse, For the purposes of these rules, “adverse” means a negative consequence of
care that results in unintended injury or illness, which may or may not have been
preventable.

Associated with. For the purposes of these rules, “associated with” means that it is
reasonable to initially assume that the adverse event was due to the referenced course of
care; further investigation or root cause analysis of the unplanned event may be needed to
confirm or refute the presumed relationship.

Disability. “Disability” means a physical or mental impairment that substantially limits
one or more of the major life activities of an individual. (see Americans with Disabilities
Act).

Discovered. For the purposes of these rules, “discovered” means the point at which one
becomes aware of a sentinel event.

Division. “Division” means the Department of Health and Human Services (DHHS),
Division of Licensing and Regulatory Services (DLRS).

Event. “Event” means a discrete, auditable, and clearly defined occurrence.

Final Agency Action. “Final Agency Action” means a decision by DHHS which affects
the legal rights, duties or privileges of specific persons, which is dispositive of all issues,
legal and factual, and for which no further recourse, appeal or review is provided within
DHHS, 5 M.R.S.A. §8002.

Healthcare Facility. “Healthcare facility” or “facility” means a state institution as
defined by 34-B M.R.S.A. Chapter 1 or a healthcare facility licensed by the division,
excluding a facility licensed as a nursing facility by 22 M.R.S.A. Chapter 405 or licensed
as an assisted housing program by 22 M.R.S.A. Chapter 1664. “Healthcare facility”
includes:

1.8.1 A general and specialty hospital licensed pursuant to 22 M.R.S.A. Chapter 405.
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1.9

L.1¢

1.11

1.12

1.13

1.8.2 | An ambulatory surgical facility licensed pursuant to 22 M.R.S.A. § 1812-E.

1.8.3 An end-stage renal disease (ESRD) facility licensed pursuant to 22 M.R.S.A.
Chapter 412. These rules do not apply to home dialysis. Home dialysis means
dialysis performed at home by an ESRD patient or caregiver who has
completed an appropriate course of training.

1.8.4 An intermediate care facility for individuals who are intellectually disabled

(ICF/TID)persons-with-mental-retardationor-developmental-disabilities
HEEMRS licensed pursuant to 22 M.R.S.A. Chapter-405.

Hyperbilirubinemia, “Hyperbilirubinemia’™ means bilirubin levels greater than 30
mg/dl.

Hypoglycemia. “Hypoglycemia™ means blood glucose levels less than 60 mg/dl.
Immediate jeopardy. "lmmediate jeopardy” means a situation in which the provider's
noncompliance with one or more conditions of participation in the federal Medicare
program has caused, or is likely to cause, serious injury, harm or impairment to or death
of a patient.

Inter-facility transfer. “Inter-facility transfer” means any transfer, after initial
assessment and stabilization of the patient, from, and to, a healthcare facility, or within
the same health system, including but not limited to:

1.12.1  Hospital to hospital.

1.12.2  Clinic to hospital.

1.12.3  Hospital to rehabilitation facility.

1.12.4  Ambulatory surgical facility to hospital.

1.12.5  Hospital to long term care.

1.12.6  ESRD to hospital.

Major Life Activities. For the purposes of these rules, “major life activities™ means
functions, including but not limited to, caring for oneself, performing manual tasks,
seeing, hearing, eating, sleeping, walking, standing, lifting, bending, speaking, breathing,
learning, reading, concentrating, thinking, communicating, working and the operation of

a major bodily function. Major bodily functions include but are not limited to functions
of the immune system, normal cell growth, digestive, bowel, bladder, neurological, brain,
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1.14

1.15

1.16

1.17

1.18

1.19

1.20

1.21

respiratory, circulatory, endocrine, and reproductive functions. (see the federal
Americans with Disabilities Act).

Major Permanent Loss of Function. “Major permanent loss of function” means
sensory, motor, physiological or intellectual impairment that was not present at the time
of admission and

1.4.1 requires continued treatment or
1.4.2 imposes persistent major restrictions in activities of daily living; and

1.14.3  is unrelated to the natural course of the patient's illness or underlying condition
or proper treatment of that illness or underlying condition in a health care
facility.

Near Miss Event. "Near miss” means an event or sitvation that did not produce patient
injury, but only because of chance, which may include, but is not limited to, robustness
of the patient or a fortuitous, timely intervention.

Neonate. “Neonate” means the first 28 days of life.

Perinatal Period. “Perinatal period” means the 28" week of gestation to the 28™ day of
life.

Pregnancy, High Risk. “High risk pregnancy” means a pregnancy in which the mother
or the developing fetus has a condition that places one or both of them at a higher-than-
normal-risk for complications, either during the pregnancy (antepartum), during delivery
(intrapartum), or following the birth (postpartumy).

Pregnancy, Low Risk. “Low risk pregnancy” means a pregnancy occurring in a woman
aged 18-39 who has no previous diagnosis of essential hypertension, renal disease,
collagen vascular disease, liver disease, cardiovascular disease, placenta previa, multiple
gestation, intrauterine growth retardation, smoking, pregnancy-induced hypertension,
premature rupture of membranes, or other previously documented condition that poses a
high risk of poor pregnancy outcome.

Preventable. For the purposes of these rules “preventable” means an event that could
have been anticipated and prepared for, but that occurs because of an error or other
system faifure.

Root Cause Analysis (RCA). “Root cause analysis”™ means a structured process for

identifying the causal or contributing factors underlying adverse events. The RCA
follows a predefined protocol for identifying the specific factors in causal categories.
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1.22  Sentinel Event. A “sentinel event” means:

1.22.1

1.22.2

1.22.3

1.22.4

An unanticipated death, or patient transfer to another health care facility,
unrelated to the natural course of the patient's illness or underlying condition or
proper treatment of that iliness or underlying condition in a health care facility;

A major permanent loss of function unrelated to the natural course of the
patient's illness or underlying condition or proper treatment of that iliness or
underlying condition in a health care facility that is present at the time of the
discharge of the patient.

1.22.2.1  For the purposes of ESRDs, the term “discharge” means within 48
hours of a treatment.

1.22.2.2  If within 14 days of discharge from the facility, evidence is
discovered that the major loss of function was not permanent, the
health care facility is not required to submit a report pursuant to 22
M.R.S.A. § 8753 (2);

An unanticipated perinatal death or major permanent loss of function in an
infant, with a birth weight over 2,500 grams that is unrelated to the natural
course of the infant's or mother's illness or underlying condition or unrelated to
the proper treatment of the infant’s or mother’s illness or underlying condition
in a healthcare facility; and

Other serious and preventable events described in this section or Appendix 1A
of these rules pursuant to 22 M.R.S.A. §8752 (4-A) (D).

Incm nomtion By Reference. Append;x A mcm ponates by 1efe1ence 4&b¥e—l—

Report2“Specifications of the Serious Reportable Events in Healthcare — 2011
Update’ of the National Qualify Forum (NQF). See 5 MLR.S.A.

§8036(1}B)(1).

Exception: Appendix A does not apply to Maine's licensed nursing facilities or
licensed assisted housing programs. Healthcare facilities that are subject to
these rules are defined in Section 1.8 of these rules.

Copies of Incorporated Matfer Available, In addition to its availability in

Appendm 1A of these mles Lop;es of —T&ble—l—l:k&t—et—SeﬁeHs—Repefmb}e

Eeeimv—Hea#heﬂre—}%é—%dfrH—eeﬂs%—Repeﬁ Spemﬂeattons of

the Serious Reportable Events in Healthcare — 2011 Update™ may be found at
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http://www.qualityforum.org/projects/hacs_and_sres.aspx or may be obtained

at cost from the Maine DHHS, Division of Licensing and Regulatory Services,
11 State House Station, Augusta, Maine 04333.

Failure to Comply is Violation of Rules, Failure to comply with the

spemﬁcqtlons and gutdance 1niPﬂble—l——his{-e£lS€-Heas—Repeﬂab-}e—Eveﬁ&s—

H—Hea%eﬂre%ggé—éé}dme%&nsenws—ﬁ%etm#m Appendix 1A

“Specifications of the Serious Reportable Events in Healthcare — 2011 Undate”

constitutes a violation of these rules.

1.22.4.1  Surgical Events

1.22.4.1.1.

1.22.4.1.2

1.22.4.1.3

1.22.4.1.4

1.22.4.1.5

Surgery performed on the wrong body part.
Surgery performed on the wrong patient.
Wrong surgical procedure performed on a patient.

Unintended retention of a foreign ObJCCI in a patient
after surgery or other procedure.

Intraoperative or immediately postoperative death in
an ASA Class | patient. ASA Class 1 patient is an
acronym for “American Society of Anesthesiologists
Classification 1 (Normal Healthy Patient)”.

1.22.4.2  Product or Device Events

1.22.4.2.1

1.22.4.2.2

1.22.4.2.3

Patient death or serious disability associated with the
use of contaminated drugs, devices, or biologics
provided by the healthcare facility.

Patient death or serious disability associated with the
use or function of a device in patient care in which the
device is used or functions other than as intended.

Patient death or serious disability associated with
intravascular air embolism that occurs while being
cared for in a healthcare facility.

1.22.4.3  Patient Protection Events
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1.22.4.4

1.22.4.5

1.22.4.3.1

1.22.4.3.2

1.22.4.3.3

Infant discharged to the wrong person.

Patient death or serious disability associated with
patient elopement (disappearance).

Patient suicide, or atiempted suicide, resulting in
serious disability while being cared for in a healthcare
facility.

Patient Treatment Events

1.22.4.4.1

1.22.4.4.2

1.22.4.4.3

1.22.4.4.4

1.2.44.5

1.22.4.4.6
1.22.4.4.7

1.22.4.4.8

Patient death or serious disability associated with a
medication error (e.g., errors involving the wrong
drug, wrong dose, wrong patient, wrong time, wrong
rate, wrong preparation, or wrong route of
administration).

Patient death or serious disability associated with a
hemolytic reaction due to the administration of
ABO/HLA-incompatible blood or biood products.

Maternal death or serious disability associated with
labor or delivery in a low-risk pregnancy while being
cared for in a healthcare facility.

Patient death or serious disability associated with
hypoglycemia, the onset of which occurs while the
patient is being cared for in a healthcare facility.

Death or serious disability (kernicterus) associated
with failure to identify and treat hyperbilirubinemia in
neonates.

Stage 3 or 4 pressure ulcers acquired after admission
to a healthcare facility.

Patient death or serious disability due to spinal
manipulative therapy.

Artificial insemination with the wrong donor sperm or
wrong egg.

Environmental Events
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1.22.4.6

1.22.4.5.1

1.22.4.5.2

1.22.4.5.3

1.22.4.5.4

1.22.4.5.5

Patient death or serious disability associated with an
eleciric shock while being cared for in a healthcare
facility.

Any incident in which a line designated for oxygen or
other gas to be delivered to a patient contains the
wrong gas or is contaminated by toxic substances.

Patient death or serious disability associated with a
burn incurred from any source while being cared for
in a healthcare facility.

Patient death or serious disability associated with a
fall while being cared for in a healthcare facility.

Patient death or sertous disability associated with the
use of restraints or bedrails while being cared for in a
healthcare facility,

Criminal Events

1.22.4.6.1

1.22.4.6.2

1.22.4.6.3

Any instance of care ordered by or provided by
someone impersonating a physician, nurse,
pharmacist, or other licensed healthcare provider.

Abduction of a patient of any age.

Sexual assault on a patient within or on the grounds of-
a healthcare facility.

1.22.4.6,3.1 [f one or more of the following criteria
is met, the facility is required to submit
notification regarding a sexual assault:

1.22.4.6.3.2 Any staff-witnessed sexual assault.

1.22.4.6.3.3 Sufficient clinical evidence obtained by
the healthcare facility to support

atlegations of sexual assault.

1.22.4.6.3.4 Admission by the perpetrator of a sexual
assault that occurred on the premises.
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1.23

1.24

1.25

1.26

1.27

1.22.4.6.4  Death or a significant injury of a patient or staff
member resulting from a physical assault (i.e.,
battery) that occurs within or on the grounds of a
healtheare facility.

Sentinel Events Team, The Sentinel Events Team (SET), a unit of the Division of
Licensing and Regulatory Services (DLRS), is assigned the responsibility to implement
these rules.

Serious. For the purposes of these rules, “serious” means an event that results in death or

loss of a body part, disability or loss of bodily function lasting more that seven days or

still present at the time of discharge from a facility or requires major intervention for

correction including but not limited to higher level of care or surgeryswhen+eferringto
horl ‘ : I ~ whtich ] ivvial

Sexual Assault. “Sexual assault” as a repottable event means nonconsensual sexual
contact that is not part of medically necessary health care involving a patient and another
patient, staff member, or other perpetrator while being treated or on the premises of the
healthcare facility, including oral, vaginal or anal penetration or fondling of the patient’s
sex organ(s) by another individual’s hand, sex organ or object.

Spinal Manipulative Therapy. *Spinal manipulative therapy™ means all types of
manual techniques, including spinal mobilization (movement of a joint within its
physiologic range of motion) and manipulation (movement beyond its physiologic range
of motion), regardless of their precise anatomic and physiologic focus or their discipline
of origin.

Surgery. “Surgery” means an invasive operative procedure, including a minimally
invasive procedure, in which skin or mucous membranes and connective tissue is incised
or an instrument is introduced through a natural body orifice.
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Section 2.  Facility Responsibilities.

21 Notification and Reporting System. A health care facility must have a Sentinel Event
Notification and Reporting System as part of its hospital-wide, integrated patient safety
program for all departments, programs, and services within the facility that includes but
is not limited to;

2.1.1 Discovery System. Each health care facility shall have policies and procedures
for identifying a sentinel event (Section 1.22), The written policies and
procedures must include but not limited to the following:

2.4.1.1 Copy of the current Sentinei Events Reporting law, 22 M.R.S.A.
Chapter 1684.

2.1.1.2 Copy of the current Rules Governing the Reporting of Sentinel
Events, 10-144 CM.R. Ch. 114.

2,113 Procedures for preservation of evidence, including but not limited
to the following:

2.1.1.31 Procedure for sequestering equipment involved in the
event.

2.1.1.3.2 Procedure for sequestering other evidence including
but not limited to medication vials and intravenous
(1V) administration bags.

2.1.1.3.3 Procedwre for identifying clinical indications for
requesting an autopsy.

2.1.1.4 Procedure for periodically reviewing a sample of death logs,
transfer logs, patient complaints, patient records submitted for case
review, resuscitation reviews and other records as a quality
assurance mechanism to assure that cases are being identified and
reported.

2.1.1.5 Procedure for communicating the definition of a sentinel event
throughout the organization,

2.1.2 Notification Policy. Facility sentinel event notitication policies and procedures
shall include but are not limited to the following:

2.1.2.1 Facility procedure for notifying the SET.
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213

2.1.2.2 Facility procedure that identifies the person responsible in the
facility for the notification of the SET and, in the absence of that
person, the identification of the alternate person responsible for the
notification of the SET.

Investigation and Reporting Policies. Facility investigation and reporting
policies and procedures including but not limited to the following:

2.1.3.1 Facility procedure for conducting a RCA.

2.1.3.2 Facility procedure that ensures corrective actions are implemented
and evaluated for effectiveness.

2.2 Staff Edueation. Each health care facility shall include in new employee orientation and
provide to all individuals with privileges:

2.2.1

2.2.2

2.2.3

224

225

The facility’s Sentinel Event Notification and Reporting System policies and
procedures.

{nformation regarding the voluntary reporting of near miss events, and the
standardized procedures for notification and reporting sentinel events.

Facility internal processes for notifying leadership.
Facility responsibility to implement action plans.

Facility responsibility to annually attest that all sentinel events were reported to
the SET.

2.3 Cooperation. A healtheare facility that has filed a notification or a repott of the
occurrence of a sentinel event, pursuant to these rules, must cooperate with the division
as necessary for the division to fulfill its duties described in 22 M.R.S.A, § §754.

2.4 Annual Atfestation. By January 30" of each yeat, on a department-approved form, each
healthcare facility must send the SET a written attestation that contains an affirmative
statement that it reported all sentinel events that occurred in the prior calendar year.
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Section 3.  Standardized Procedures.

3.1 Notification by next business day. The healthcare facility must notify the SET of a
sentinel event (Section 1.22) by the next business day after the event occurred or the next
business day after the facility discovers that the event occurred. The notification must
include but is not limited to the date and time of notification, the name of the health care
facility, the type of sentinel event, and the date and time the sentinel event occurred.

3.2 Notification Procedure, Immediately upon discovery of a sentinel event, the facility
must act in accordance with its notification procedures as required by Section 2.1 of
these rules.

3.2.1 Notification of the discovery of a sentinel event must not be delayed secondary
to internal deliberations or pending autopsy or medical examiner results.

322 Within 1 business day of the discovery of a sentinel event, the healthcare
facility must send the department-approved sentinel event notification form to
the SET by facsimile or encrypted e-mail.

3.3 Situational Notification Considerations.

3.3.1 Inter-facility Transfer Notification. A sending facility is required to submit to
the SET notification regarding a sentinel event when the transfer to another
facility is unrelated to the natural course of the patient’s illness or underlying
condition; or unrelated to the proper treatment of that illness or underlying
condition in its healthcare facility.

3.3.2 Discharge Follow-up Notification.

3.3.2.1 A facility is required to submit to the SET notification by the next
business day after the event occurred or the next business day after
the facility discovers that the event occurred regarding a sentinel
event involving a patient with a major permanent loss of function
that is present at the time of discharge that is unrelated to the
natural course of the patient's illness or underlying condition or
proper treatment of that illness or underlying condition in a health
care facility.

3.3.2.1.1 If within 14 days of discharge from a healih care
facility, evidence is discovered that the major loss of
function was not permanent, the facility must submit
the department-approved Functional Evidence form
with supporting documentation to the SET, and the
health care facility is not required to submit a report
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3.3.2.2

3.3.23

pursuant to 22 M.R.S.A. § 8753 (2).

A facility is required to submit to the SET notification by the next
business day after the event occurred or the next business day after
the facility discovers that the event occurred when a sentinel event
involving a death or major permanent loss of function occurs within
48 hours of treatment or procedure in an emergency department,
ambulatory surgical facility, or end stage renal disease facility that
is unrelated to the natural course of the patient’s iliness or
underlying condition; or unrelated to the proper treatment of that
itlness or underlying condition in a healthcare facility.

A facility is required to submit to the SET notification by the next
business day after the event occurred or the next business day after
the facility discovers that the event occurred when the suicide of a
patient occurs within 48 hours of discharge from a healthcare
tacility.

3.4 SET Case Review. Upon receipt of a notification or report of a sentinel event, the SET
completes an initial review and may take other action that it determines to be appropriate
pursuant to these rules. The facility must comply with the following requirements for the

SET case review:

34.1 Provide a copy of the patient’s medical record.

342 Provide a timeline of the event.

3.4.3 Present details of the event.

344 Schedule SET conference with the CEO or Administrator.

34.5 Schedule SET de-briefing regarding the findings with the facility.

35 Immediate Jeopardy. The division personnel responsible for sentinel event oversight
shall report to the division's licensing section only incidences of immediate jeopardy and
each condition of participation in the federal Medicare program related to the immediate
jeopardy for which the provider is out of compliance.
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Section 4.

Root Cause Analysis (RCA).

4.1 RCA Required. The healthcare facility is required to submit to the SET a thorough and
credible root cause analysis no later than 45 days after notification of the sentinel event.
The RCA may exclude protected professional competence review information pursuant
to the Maine Health Security Act.

4.2 RCA Report. The RCA must be submitted in an envelope labeled ‘confidential’ and the
written report must contain at least the following:

4.2.1

4.2.2

4.2.3

4.2.4

Facility-specific unique identifier provided by the SET.

The root cause analysis.

Signature of the chief executive officer (CEO) of the facility.

Other information significant to the identification of systems improvements
with the goal being prevention of the recurrence of a similar sentinel event,
including but not limited to the following:

4.2.4.1

4.2.4.2

4.2.43

4244

4.2.4.5

The final timeline of events.
Identification of the occurrence of a similar event or events.

Evidence of evaluation of the corrective actions implemented as a
result of the similar event or events,

Evidence of communication with the receiving facility in the event
of an inter-facility transfer.

An action plan that includes at least the following:

4.2.4.5.1 Where improvement actions are planned,
identification of who is responsible for
implementation, when the action will be implemented
(including any pilot testing), and how the
effectiveness of the action will be evaluated.

4.2.4.5.2 Identification of actions and rationale that clearly and
specifically address each proximal cause and
contributing factor of the sentine! event.

4.3 Thorough and Credible RCA. An acceptable RCA must comply with the following:
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4.3.1 A thorough root cause analysis includes at least the following information:

4.3.1.1

4.3.1.2

4.3.1.3

4.3.1.4

4,3.1.5

43.1.6

4.3.1.7

A determination of the human and other factors most directly
associated with the sentinel event and the processes and systems
related to its occurrence;

An analysis of the underlying systems and processes to determine
where redesign might reduce risk;

An inquiry into all areas appropriate to the specific type of event;

An identification of risk points and their potential contributions to
the event;

A determination of potential improvement in processes or systems
that would tend to decrease the likelihood of such an event in the
future or a determination, after analysis, that no such improvement
opportunities exist;

An action plan that identifies changes that can be implemented to
reduce risks or formulates a rationale for not undertaking such
changes; and,

Where improvement actions are planned, an identification of who is
responsible for implementation, when the action will be
implemented and how the effectiveness of the action will be
evaluated.

4.3.2 A credible root cause analysis meets the following criteria:

4.3.2.1

4.3.2.2

4.3.2.3

4.3.2.4

It includes participation by the leadership of the healthcare facility
and by the individuals most closely involved in the processes and
systems under review;

[t is internally consistent (that is, not contradict itself or leave
obvious questions unanswered);

It provides an explanation for all findings, including those
identified as “not applicable™ or “no problem,” and

[t includes the consideration of any relevant literature.

4.4 Additional Information. The SET may request additional information regarding the
RCA and action plan, and the facility must comply as follows:
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4.4.1 The facility must submit its written response to the SET written request for
additional information within 14 days of receipt of the request, and the
response must be signed by the Chief Executive Officer.
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Section 5.  Near Miss Events,

5.1 Voluntary Self-Reporting. A healthcare facility may notify the SET of the occurrence
of a near miss event (Section 1.15). Reports shall be made on department-approved
forms and include requested documentation. 22 M.R.S.A. Sec. 8753 (5).

5.2 Report. The Sentinel Events Annual Report shall include near miss aggregate data

analysis for near miss detection methodologies, causative factors and safety
improvements.
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Section 6.  Consumer Complaints: SET Compliance Review.

6.1 Complaints. Any person with a licensing complaint may contact the division’s Iniake
and Complaints Unit at 1-800-383-2441. If, upon review, the division determines that the
reported event constitutes a sentinel event, it is referred to the SET.

6.2 SET On-site review. The SET may conduct an announced and unannounced visit to any
facility to achieve the following:

6.2.1 Determine compliance with these rules.

6.2.2 Perform reviews based on complaints received by the division.

6.2.3 Perform reviews based on third-party case identification.

6.2.4 Review documents including but not limited to medical records, RCA repotts,

and committee meeting minutes. Professional competence review information
protected pursuant to the Maine Health Security Act is excluded.
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Section 7. Confidential and Privileged Information.

7.1

Confidential and privileged information. Communication with the division is

privileged and confidential.

7.1.1

7.1.2

7.1.3

7.1.4

7.1.5

The division shall take appropriate measures to protect the security of any
information to which these rules apply.

7.1.1.1 Consultants. When consultants are retained by the SET they shall
be held to the same standards regarding confidentiality and
privileged information.

Notifications and reports concerning sentinel events, near miss events, and
suspected sentinel events filed pursuant to these rules and all information
collected or developed as a result of the filing and proceedings pertaining to the
filing, regardless of format, are confidential and privileged information.

Pursuant to these rules, privileged and confidential information is not:

7.1.3.1 Subject to public access under Title 1 M.R.S.A. Chapter 13, except
for data developed from the reports that do not identify or permit
identification of the healthcare facility;

7.1.3.2 Subject to discovery, subpoena or other means of legal compulsion
for its release to any person or entity; or

7.1.3.3 Admissible as evidence in any civil, criminal, judicial or
: administrative proceeding.

Pursuant to these rules, the transfer of any information by a healthcare facility
to the division or to a national organization that accredits healthcare facilities
may not be treated as a waiver of any privilege or protection established by
applicable Maine laws.

These rules may not be construed to limit other privileges that are available
under federal or other laws of this State that provide for greater peer review or
confidentiality protections than the peer review and confidentiality protections
provided by these rules.

For the purposes of these rules, “privileged and confidential information” does
not include:

7.1.6.1 Any final administrative action;
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7.1.6.2 Information independently received pursuant to a third party
complaint investigation conducted pursuant to department rules; or

7.1.6.3 Information designated as confidential under the rules and laws of
this State.

7.2 Federal law. These rules do not affect the obligations of the department relating to
federal law. .
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Section 8. Enforcement.

8.1

8.2

8.3

8.4

8.6

Immunify. A person who in good faith reports a near miss event, a suspected sentinel
event or a sentinel event or provides a RCA pursuant to these rules is immune from any
civit or criminal liability for the act of reporting or participating in the review conducted

by the SET.

8.1.1 “Good faith” does not include instances when a false report is made and the
person reporting knows the report is false. These rules may not be construed to
bar civil or criminal action regarding perjury or regarding the sentinel event
that led to the report.

Financial Penalty. When the division determines that a healthcare facility failed to
report a sentinel event as required by these rules, the healthcare facility is subject to a
financial penalty, payable to the State of Maine, of not more than $10,000 per violation.

8.21 Each failure to report is a separate violation.

8.2.2 If a facility in good faith notified the division of a suspected sentinel event and
the division later determines it is a sentinel event, the facility is not subject to a
penalty for that event.

8.2.3 Funds collected pursuant to these rules must be deposited in a dedicated special
revenue account to be used to support sentinel event reporting and education.

Notice of Imposition of Penalty. The SET shall send written notice to the healthcare
facility stating the amount of the financial penalty imposed for failure to report a sentinel
event. The notice shall include but is not limited to the date of the event and the deadline
for filing an appeal of the penalty.

8.3.1 Payment of the penalty is due within 10 days of receipt of the written notice of
imposition of a penalty or the date of final agency action, whichever is later.

Administrative Hearing. To contest the imposition of a penalty, a healthcare facility
must submit to the division a written request for an administrative hearing within 10 days
of receipt of the notice of imposition of' a penalty.

Judicial Review. Judicial appeal must be in accordance with 5§ ML.R.S.A. chapter 375,
subchapter 7.

Injunction to require compliance. Notwithstanding any other remedies provided by

taw, the Office of the Attorney General may seek an injunction to require compliance
with the provisions of these rules.
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8.7 District Court Complaint for violations. The Office of the Attorney General may file a
complaint with the District Court seeking injunctive relief for violations of these rules.
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Rules Governing the Reporting of Sentinel Events

Statutory Authority
22 M.R.S.A. Chapter 1684
22 M.R.S.A. §42
22-A M.R.S.A. §205

Regulatory History

Public Law 2001, chapter 678, established laws governing the reporting sentinel events
and instructed the department to adopted rules to implement chapter 678.

ADOPTED

Deleted sentinel events reporting provisions in the following:

10-144 CM.R. Ch. I12

10-144 CM.R. Ch. 118

10-144 CM.R. Ch. 125

10-144 C.M.R. Ch. 126

ADOPTED

Regulations for the Licensure of General and Specialty
Hospitals in the State of Maine.

Regulations Governing the Licensing and Functioning of
Intermediate Care Facilities for Persons with Mental
Retardation.

Regulations Governing the Licensing of Ambulatory
Surgical Facilities.

Regulations Governing the Licensing and Functioning of
End Stage Renal Disease Units/Facilities.

[New] 10-144 C.M.R. Chapter 114, Rules Governing the Reporting of Sentinel
Events, replaces the sentinel events reporting provisions in 10-144 C.M.R. Chapters

112, 118, 125, and 126.

EFFECTIVE DATE:

January 1, 2009 — filing 2008-579

AMENDED

April 17, 2010 — filing 2010-141

AMENDED
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Fug

nm(adure periurmed on iha m‘m;g sna

Additionaf Sﬂeﬂflfﬂ!wﬁ& Definad os any suigery or olhar Invesivs. procedure. neformed on.a body.pert or sile thal is.nof consistant

yvilh the coneclly documented informed consent fos thal pofient,
Suiaery or olher invasive procedure includes, but s nol limitad to, endosconies, lens imolunks, losian ramoval, injaction inl joints,

Eiﬁiﬂﬁ.ﬁiﬁ[.[lQIQﬂﬂléilil_[_iIiﬂﬂ.&.l.h(i.iggc.uLiu..lhﬂ,.@llﬁﬁ..ﬁf.,SUIQG,[?YGLQIh&LIMﬂS‘N&iJI..O‘Cedma,ﬂ.ﬂdf.omhﬂs.ﬁ‘ gxigancy precludes oblaining
informed consent,

Implementation Guidance; W shovld he noted that o conectly documented informad consent for patients whose procedures viil not e

carried vt in.an operafing toom may nof involve o "surgical consent form”; howaver, if daes require infoimed consent b documanted in
[ patient record.

Abhovah an incorrecly placed suraicot mark could resul in swraery being petfoimed on the wiong hody oo, swiery dss ol hegin
ol fime e suraicel mark is mado en Jhe patient. Placing o matk on the virona hedy parl o1 site doss aot in sl conslitute swrong site
SUIgery,

Whong site sugery of invosive procedure, corecled during the proceduro, is shill o vaong site procedute i the surgary/pecedure hod
beaun, bosed on the definition in glossary,

This event s intended to conhure instances of;

» suigery or othar invasive pracedure on the ight body part but on the wrong location/site on the body; e.q., teft Jight
(anpendages/oranns), wong digit, level (sgfne}. stent placed in virong iliac antery, sieroid injeclion info wiong knes, biepsy
of wiong mote bure hota on wiong sida_of skull

. ,ug,ewgf.u.i.nso.us.g!,l_v,.n!,q,c.,.ed.mssudlm,.,cmh,e,!m
»_use of incorreclly placed uhas (for example, fesding tubes ploced in the lung or venhilotion tubes passed inte the esenbagus),
This avent is nol nfended fo copfure;

»_chongas in plan upen entry info the patient with discovery of potholegy in close proximily te ha Intended placo where risk
of 0 second surgery.or procedure oulvreiahs henafit of patient consulfotion, or unusval ghysical confiquration (for exompla
adhesions, sping level /axiro veitebios).

Aoplicoble softings;

¢ Hospitals
o Quipoliont/Otfice-hased Suigery Centers

* Ambulatery ?mmca Semnus/ Offf(e hused Practices
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Events In Healthcare—2011 Update

Event: 18. Surgary ar other invusive proce ure performed on 1he wrong potient

Addiional Specificaions: Defined o5 ony swigary ot invasive procodure oo notient thot is not consistent with the correclly
docomented infoimed consent for Hof polient,

duigary or other invasive pmcgéum._in_dudes,.hu;.!_s,.noJJim_i_l_eﬂd,,lcm.mendg__scomasﬁLen.sjmpfum_s,“Iesion,_[emo.uaL,img;ﬁon,imo_i.oinls,

Implsmentation Guidance; !fuéh_@ﬂld,ﬁﬂ,,ﬂll!ﬁd..ihULQ.CQJIQC!I&Ldﬁ(!ll]lﬂﬂlﬂdj[lfg[l]l.@d&.@_ﬂiﬁﬂf,!g[..pl_lliﬁﬂjsuﬂhgiﬂ piocedures il

ne.Li]e.,(,e,f:ia_aim_o,ul,jn_m_opumiing,_m_om‘meywnq_!.j.nm[ua.qf__smgicel,(ousen.tjmn_l.’:,hnw,e\_ze;,.,_iI._do,as..mqufre,,infmmed‘,cons,e_n_r,h.a
docomanted in the polianl secord, '
This.event is Intendad fo_copture:

S,N.HS,.UfQ.ifﬂ,.l..DLQE&QUIQ.S“(ﬂhﬁlhﬁ!ﬂ.ﬂL!le..CQ!11Dfﬁiﬂ,,d)iﬂiﬁ!ﬂﬁ.d.ﬂ.ﬂ_&[lﬂ.!lﬂ.ﬂe[!.[jﬂ[ﬂﬂdﬁd..fﬁ[_,ﬂ.,.di{femﬂiElﬁli.ﬂ[l], .
Use.of accapted aglient idenlificalion orocedures is key to ovoiding such events,

Appficable setfings;

¢ Hospilals
* Quipalient/Office-hosed Surgery Centers
«_Ambulolory Prectic Settings,/ Officohased Practices

¢ _longterm Core/Skilled Nursing Fagililias

£vent: 10, Wrong S.!!Igf.(_CI_LG,{.,QIIJ,Gl_’..jﬂj,ﬂS,iil,%vﬂI_@L%dﬂ&!1&1f.ﬂ[.l[l,lld_ﬂ!}_,ﬂw!lﬂjiﬁﬂl

2l 2

Additiona! Specificetions: Dofined os ony suraical of olhes invasive piocedure gerforaed on a potient that is not consistent wilh
the. comectly documentad infoimead consent for that potisn),

SUIQEJLOI_D.,IIIBLMM!}Q?&Djﬂ(ﬂﬂﬂ.@lﬂﬂudﬁ_S,_b,llljiﬂ.l}.IJf_miieﬂ,lo,;.ﬁ_llﬂﬂs,tﬂpiﬂ&,Jeﬂ,s,iﬁl,Dlﬂ[lTS_.J!15%0_!}__.[.9I}IDHGL_J'HIBQJEUH._EB_TQIO,iﬂIS.
Excludos emesgent situations I uLg,cc_um,ih,e,cu.u_f;gmof,s,u;ge__l_y.‘gr,,g,lhe_r_invasiye,gm_c_edur,es,and/m whose exigency predudes
obtaining informed consent,,

Implementotion Guidance: It shoud b noted Ihat a conec Hy documented informed consent for patients whose grocedores wil

0ot be corried ot in an operaling m.o.m_..m_avvﬂo.!_...igv.otm,ﬂ_,ifsu[gicuI._s_pnsea!,!.q.r_mf’;,ho'.-(_ay_e_r_,..iiAdﬁ.as.."r_ﬁquir.a.iﬂf_o_mled,,cons_en.the
ord,

This event is intended to conture;
* nseution.of the vnang medicol implant into the cotrect sugicol site.

This event s not infended fo capture: chunges in plon pon enry indo the potient wilh discovety of pothology in close Droximity
to the intonded nlace wheerisk of o second suraery/ procedura outvaighs bonelit of polient conseltotion, o unusual ghysical
conliguration (For examals adhasions, sulna lovel/eiia verlabrag)..

+ Hospilals

* Qutnotient/Office-hased Suraery Centars

»_Ambulotory Practice Settings /Office-bosed Practices
Long-temm Cara /Skilled Nursing Faciliios
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Events In Healthcare—2011 Undate

lention.of o forgion palientufler surgery or alher invasive srocedure

Additional Spacifications: Indudas medicol or surgical items intentionolly.placed by provider(s) thot are unintentionally teft in place,

Excludes a) obiecls miesent pia 1o swgery,or olher invasive procedure thal oto inlentionally Jot o place; b} ebiects intentionally
imploated o5 part of o plannad intervention; end <) obiects aol prosent pro Yo surgery/procedute that ave Mntentionally foft in when the

risk ol removol exceeds Meisk of sotention (such s microneedles, broken scravis),

Implementation Guidance: This svent is fntended to capture;

o occunrences of unintended retention of oblecls at sny point ofter the surery/pracedure ends regardless of setfing (post
anasthasia secovery unit, suiaical suite, emaraency departmont, patient hadside} ond regardless of whether the obisct is to be
emoved ofter discovary;

»_yninfentionelly retoined abiects Gncluding such things.os swound packing maoteriol, spongss, cotheter lips, trocars, quide viios)
in oll applicable selings,

Apnficabla seffings:

o Hospilals

¢_Qutpotient/Office-bosed Surgery Centers
+_Ambultory Praclice Seltings/ Offica-bused Pratices
y Core/Skilled Nussing Facilitias

Evant: 1 £, Inlraonerative or immediately nosloperative/nosinracednra death in an ASA Chnss { pofient

Additional Secifications; \ndudas oll ASA Class | aalient deaths in silualions ihere anesthesie wos administered; the olaaned sigical
niocedure moy.or moy not fiove been cardad out,

Immediafely nosk-onerolive meons within 24 houss ofter sugary. or other invasiva proceduse wos complated or after administralion of
anesthesio (it swigery /nroceduro nol completed),
Implementation Guidanca: This eventis intanded to caplute;

o ASA Closs | patient death associated wilh the adminiskation of aneslhesia whether of niot the plonned suraicel procedure wos
cartied out,

Anoficabla seffings;

* Hospitals
»_Qutgalient/Office-bosed Surgery Cenlers
Ambulatory fraclica Settings/Office-nosed Practices

Nalignal Guality Ferum
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Event: 24, Putient deoth or sorious ininry ussocioted with the use of contaminalod drugs, devices, or biologics provided by
the healtheara selling

Additionot Spacifications: tndudes contominants in drugs. devices, or biologics regordless of the souree of contominallon and /ot
pioduch,

includes Jhiso! of diseose that chonass pafiant's sk status for lfe reaviring medical monitoring not needed befora the avent
Implementafion Guidonca: This svent is infended fo cophure;

o contominations that can be seen with the naked ave or with use of detaction mechonisms. in genorol use, thesa
conleminalions ora o ba.ceportad ot such Yime os they hecome knovn to the provider of heoltheare erqonization,
Contamingnts moy be physical, chemical, or bistegicel in natute, Mot all contaminations con be sean with te aoked eve (6.9,
hepalitis and HIVY.of leudliv detected using.generally avoilable or mora spacialized fosting machanisms.(6.9.. cultures, nudelc
0dd. tosting, moss spectiomelry, ond tass thot signol changes in ol or alucase lavels). Contormination. thot is inferred and
changos tisk status for life (e.., considar o syiinga of needla contamineted onca it has been used to administer medication lo
( palient by injection or yia conneclion to.a patient’s intovenous infusion bag or administiotion sef),

This event s intendad to opture;
wudmmlslmlwn of contununaied_'iac;mo ouuedicuﬁon {8.0., Inlramustular untihiolic)

ascalnsl);

Anplicable seltings:
s Hospilals

o Quipalient/Olfice-based Suigery Conters
o Ambulalory Praclice Seftings/Office-bosed Pradtices

o {onaderm Cors/Skilled Huising Facifities

ent death or serious injury associated with the use ar function of a devics in natient care, in which the dovice
hions alber thus as infended

Additional Specifications: ncludes, but is not limited o, calfieters, drans, ond other specialized tuhes, infusion pumps, ventitotais, and
procedural ond monilesing snvigment,

Implementation Guidance; This svent is intended to copturs;
o occonancos whether or ot the use is infended or dess
Annlicablo seliings:
+ Hospilols
+ Ovfpatient/Office-bosed Surgery Centers
o Amhutalory Praciice Settings/Officebosed Practices
o Facli

ribied by the device manulocturers’ literofure
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Event: 2€. Patient deuih or serious injury osseciated with infravasculor air embolism thut ocqurs while beivg cored for iy ¢
heaftheare sefting

Additional Specifications; Excludes deoth of sesious injury_ossecaled wilh nevrosurgicel protedures knaven o present o high risk of
intrgvosculor. it embolism,

Implomentation Guidance; This event is infonded fo copture;

o Highisk procedures, other than nevtasuigico! procedures, that includs, but are not limited fp, praceduses involving the head

and nack, vaninel delivery and cassareon section, spinak instiumentalion orocedures, and fiver transolentation;
o {owrtisk proceduras, induding thosa elated to lines slaced for infusion of fulds in voscular snacs,

Anplicobla selfings:

Ab
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venl: 30, Discharge or relenss of o nalient/resident ot any nge, whe is unohle lo moie dacisions, 1o olier lan an
Fyent: 30, Dischargn or relense of 1 patient/resident of any age, wh hle 1o make decisions, 1o olher

quthorized person,

Implementation Guidance; The Jems "auihoiized” ond “dedsionnioking conacity” are defined in the glossory, Release fo “ather than
on authorized persen” includes removing the gatien! /resident withoul specfic noilication ond anproval by stoff, even when the.persen is
otheiviise aulhosized,

Exomplos of individuals who do ol hava decislon-making conacity includs: neviborns, minars, edulls with Alzheimr's,
Individual healthcare orqonizotions. or other televant iurisdictionad cuthorlies may have soecific reaulrements for ossessing dadision:
maxing (onacify
Applicoble seftings:
» Hospitals
» Ouigoliant/Offica-hosed Suigery Centess
»_ Ambulotory Practice Setinas/Office-bosed Practices
Longteim Core/Skilled Nursing Faciliies

Eventl: 38, Patien] denth or serious injury associnied with pakient elopement (disoppearante},

Additional Specificotions; Indudes events that occur afier the individuol presents him /hersell for care in o healtheare selling.

Excludas aveals involving compalent adubts with dedistor-making capacity who Jeave_agoinsk medical advice or voluntaily leava without

being seen,

Implementotion Guidance; The Term “elopement” end “comnetent” adull should ha interpreted in accardonce with prevaifing fegal
slondords in opplicobts iwrisdiclions,

0f nofe, o pssassment thot identifies pafients ot “risk” of elopement or a chief comtaint and ffadings of risk cecomponied by

arqanizofionolly defined measures fo b foken when risk Js idenified could b useful in both pravention and even analysis,
T is ot intended to capture;

»_deoth o serious injury thet accuss (after the patient is lecoted) dus o crcumslances unreloted to the elopement.,
Applicable sotfings;

»_Quinotient/Office-bused Surgery Centers

« Ambulotory Practice Settings,/Office-bosed Practices

A7
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Events In Healthcare—2011 Upaqj_@

Evant: 3C. Paliont suicide, oltemiad suicids, or salf-horm h
healthcars sefling

Additional Spacificatfons; ndudes evenis thot rasult from potient actions afier they present themselves for core in ¢ healihcate seffing,
Excludes deolls rasulting from selFinficted injuries that ware the reason for admission,/preseniatien to the healiheore faciiy,

Implenientation Guidance: This svent is not intended to capture potient suicide or attempled suicide when she alient is not phsically
presentin the. “heafthcore setiing “os defined in he glossary.

Anplicable seffings;
s Hospilols ,
» Qulpoliont/Office-bosed Suwaary Cenlars
o Ambulatory Proctice Setings/Office-bused Proclices
o Longer Coie/Skilled Hussing Facilities

AS
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Events In Healthcare—2011 Update

Fvent: 4. Patient deoth or serlous injury associuted with o medicaltion error (2.q., errors involving Yhe wrong dryy, wrong

dose. wrong nakient, weang Nime, wrong ale, vrong sreparation, o weang routs of adwivisiration)
Additional Specificotions: Exchudes seasonobls differencas in dintcol iudgment on drog seleclion and dose,

Includes, bub is not fimited to, death or seious njury assacieted vith: o) over- or wnderdosing; b} odnminishofion of o medicotion to which
o patient hos o known elleray. or serious contindication, <} diugdivg interaciions for which there is known potential for deoth or serious
injury, and 8) improper use of single-dose/sinaleruse and multidose medication vials and contoiners leading to death or sevious injury as
e 1osull of dose adiusiment groblems,

Implementotion Guidanca: This event is intended bo canlure;

o _the most serious medication errors including occurrances in wwhich a patient receives o medication for vihich there s g
conliaindicolion, of o patient known 1o Hiove serious olferaies to spacific medicalions /agenls, seceives those medications/
agents, resulling In serlows injury or dealh, These events may occur as o sesult of feilura fo callect informotion obout
contiaindicotions or oltesales, foiluie 1o reviewr such information_available in information systems, foiture_of Ihe oraonization o
ansuie_ avoitability of such informotion and prominently display such information within information systems, ot ofher system

{oituros that are determined thiough Investigalion to be cause of the adverse even!;
« ocuirences in which.o potien! dios or sulfers seitous injury os o result of faiture to adniinister o prescibed medicolion;

«_oceutrences in which o patient is adminislered an over or underdose of o medication including insufin, heparin, ond ooy other
hiah.alert medicotion tnckuding bul o} fimited to madications listed on the tnstituta for Safe Medication Praclices “High Alext
Hedicolion List”;

*_oceurrences in which o notiant diss or suffers serioys infury os o sosull of wrona administration fechniaus,
This event is not inlended fo captusa;

«_notiant deoth or setleus injury ossociated wilh allergies that could not reasonably huva beep known or discemet! in advonce of
the sveni,

Annlicable settings:
* Hospitals
o Quipotion)/Offica-bused Susaery Centars
s Ambulotory Piaclice Settinas/Offica-bused Prectices

» Long-erm Core/Skilled Nursing Facilities

o Nationol Guality Ferum
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Events In Healthcare— 2011 1. Update

fvenl: 48, Patient death or serious injury associoted with ynsufe adminisiration_of blood producs

Implementation Guidance: Unsafs adminishiotion ncludes, but is not limited to, hemolytic reactions ond adnvinisteing: o) blaod or

bleod products fo the viong pofient; b) the wrona tyns: or ¢} blood or bload oreducis thot fiave bean impropetly stored of handled,

This event Is 0ot infended o cophute;
*_palisnt death or seifous injury ossocinted vith orgon reigclion othar than those athibutable to o hyperacute hemolylic reaction

*_ootient deoth or injury when couse is not detectabio by ABO/HLA matching,
Auplicable seflings:

*_Hosphals

»_Qutpationt /Office-bosed Surgery Centers

«_ Ambulotory Practica Setfings/Office-bused Proctices
+ {Longlerm Coro/Skilled Nursing Faclity

fvent. 4¢. Matorenl dalivery i n loverisk sceononcy.vhile helng cored

for in  haulthcars sefling
Additional Specifications; \ndudss svants Jhat occur wilhin 42 doys gostdelivary,

Excludas deaths from pulmonary or amniotic fuld embofism, acuts fotty fives of pregnoncy, o1 cardiomyopathy,

Implementation Guidance; This eventis not intended fo create o new obligotion, The organizaion's obfigation, under Ihis avent,Is.to
teport eaty maternol death or seifous injuiy associaled with labor or defivary in a low risk preanoncy when made owie of the materne)
denth o7 serfous iniury either by readmifiancs or by the patient’s family.

Aoplicable sottings;
. Hosmm ls

s.ealtmg.wnhl_n_z{l_ _h_m;_f_s o[._dehv_ev;,

Implementation Guitonce; Unplonned admission to ofher Than the bitlh sefting should be verified with the identified bitth seling,

Aoplicable seltings:
* Hospitals
o Cutgotisnt,/Office-based Surgery Centers
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Fuon); 4E. Patient death or serious injury associoled wilh a fall while being cored for in a healthcars sebing

Additionat Specifications: Indudes buls not fimted to fractuiss, head infurios, ond_intrectoniol hemaiihoga

grgonizationally defined meosures o be token vihan sisk is identified could be useful in_both pievantion and svent analysis,

Applicable seltings:

¢ Hospitals

* Quipalient/Office-hused Suraory Canlers

o Ambulatory Praclice Setlings /Gffico-hased Praclices

+ Longterm Care/Skillad Nursing Fuciliios

Event: 4% Any Stuge 3, Stage 4, and ynsiageable pressure vicers acuuired aftor adission/oresentolion o ¢ healtheare
selling

Additional Specifications: Exciudss pogression liom Slage 2 o Stage 3 if Stoge 2 vos tecoanized ugon cdmission and excludas
prsssute ulcers thol develon in areos whoie deen issue injury.is. documented os present on adniission/aresentafion,

Implementation Guidance: ihough this svent could occutin the ambutatory Suraery environment bused on otient condition und
suigery e, it vill bo difficult fo discern. Pre- and post- skin ossessmant will be key,

Anolicable setiings:
»_Hositals
* Quipationt /Office-bosed Surgery Centers
* tong-torm Cora/Skilled Hursing Facilifies

Crent: 46, Artificial insemination with the yrang donor snerm or weong egg

Implementation Guidonce: The eracnization’s oblinokion Js 1o report the event when mads aweie of the accurtence,

Anplicable settings:

¢ Hospifols

* Quipatient/Offics-bosed Suraery Centers
*_Ambulatory Practice Settings/Office-hased Practices

Nalioral Queline Ferum



Appendix A - Specifications of the Serious Reportable
Events In Healthcare—=2011 Update

Event: 4H, Patient death or ssrious injury resulling from the irralrievuble loss.of an irreplacenble biologicul spacimen,

Additional Soecificalions: Indudes events where snecimens ate misidenified, where another pracedure connot be done Jo produce o
spacimen

Includes progeassion of an undiognosed diseoss or thieal.of disease. thot changes the pafieat’s ik stotus for life, reauiiing monilasing not
nogded before the event

Imolementotion Guidance; This event & aof infended to copture:

*_procedurgs whare the specimen wos proparly handled, but the spacimen proved fo Bg nondiegnastic,

Lnabilty fo secuse & raplacement for o lost specimen con acur with excistonol biopsy os viell o5 In arqon remeva)
Aupicable setiings:
s Hospitals

*_Ambulolory Practice Settings/Olfice-hosed Praciices
Long-teim Caro/Skilled Nussing Faililies

»_Quipotiont /Office-bosed Suraery Centers

Event: 41, Putient death or seriaus injury_resulting from failuee 1o follovw un or communicate_laborntory, natholegy, of
tadiology lest resulls,

Additionaf Specifications: Indudes events whare foilure Jo tapor! incisased nsonetal tiliubin lavels sasult in ketpiclerys,

Implementotion Guidonce; Exomptes of serious injury are  ngw diggnesis, or an advanding stngs.of on existing dingnosls {e.g,
(ancer).

Failure to follow up or communicats can be limiled to healihcate stolf o7 can involve communication to the patient,

Anplicable settings:
* Hospifols
* Ouinlisnt/Office-bosed Surgery Centers

o Ambufatory Praclice Setfings/Officehased Practices
* Longterm Core/Skilled Nursing Fadifilies

AlZ

Nationet Guality Forum



Appendix A - Specifications of the Serious Reporteble

Events In Healthcare—2011 Update

gssaciuted with on eleciric shock In the course of a patiant care procoss in

Evenl: SA. Pationt or staff death or serious injury
o henlihcars seiting

Additional Specifications: Excludes evenss Involving natients during planned Irealments such o elechic countershack /elective
(oidiovesion,

Imolementation Guidance; This svent s intended to copturs;

* palisnt deoth of inlury essocialed with unintended olacric shack during the course of caro or franiment;

»_slolf deofh or injury essociated with uniniendsd electric shock while corying out dulies directly ssocioted with a patisnt care
ptacess, Inchuding preporing for care delivery,

This event is not intended to conture:
« _pakient death or injury.ossocialed with emergency defibiillation in.ventricular fibillation or with etechraconvulsive therooies;
o injury o staff wihe ore not involved in nolient care,
Apalicable setfings:
¢ Hospilols
*_Ouipatient/Offic-based Suigery Centers
* Ambulofory Practice Seltings/OHficabosed Praclices
* Long-term Core/Skilled Nursing Faciliios

Eenl: 58. Anv incident in wihich systems desiunaied for oxvaen or o)
the yrong qgs. or are contaminoted by texic substances

har gus Lo be delivered 1o e gefient confains no ys,

Implementofion Guidance: This sventis Intended to coptute:

avents in which the line.is atioched to o teservair distant from the potient cors unit of in o fonk neat tha natient such as
Eylindess, anesthesia mochines,

Anplicable sellings:

*_Hospitals

o Quipatient/Officehosed Suigery Centers
»_Ambylotory Practice Settings/Office-bosed Practicos
*_longteim Core/Skillad Nursing Facilities

ALl National Quality Forum



Appendix A - Specifications of the Serious Reportable

Events In Healthcare—2011 Update

Event: SO, Patient or stalf deoth or serious injury associated with « bum incurred from any soures in the course of u nedient
core process int s heatlheges selfing

fmpfementation Guidance; This event is intended to coplute butos that cosult from:

¢ hot water;
*_sunhuin in the polient with deceeosed ability to sense pain;
*_smoking in the pallent care environment,

Aollcable sottings;

*_Quipolient/Office-hosed Surgery Cantess
*_Ambulatory Practice Sellings/Offica-based Practices

o Longerm Care/Skillod Hursing Facilitias

Evend: SD. Palient death ar serious injury_ sssosdoted with the usa of physical restraints ar bedrails whits baing cared far in o

henithears seffing
Implementation Guidonce: The.avent is intended fo.caplure;

Applicable seftings:
* Hospitals
*_Quipatint/Office-bosed Swigery. Canteis
o_Ambulalory Practice Settings/Office based Praclices
o Longlem £qu/ Skilled Nursing Fagililiss

Ald Maticas! Guality Forum




Appendix A - Specifications of the Serious Reportable

Events In Healthcare— 2011 Update

v.of u patient o stulf ussaciated with the introduction of u meiullic ohied inlo the A
Additional Specilications: Indudes evenis reloted to maleiol inside She nefisnt’s body or nrlectlas oulside the patienl's body,

Implementation Guidance: This event is intended o conture infury o dsolh as.0 sosull of srojectles induding;
«_rolained foreiqn object

*_oxlamol projeclilos

Anplicable selfings:
s Haspilols
»_ Ouloatient /Office-bosed Surgery Centers

A5 Mational Quality Forum



Appendix A - Specifications of the Serious Reportable
Events In Healthcare—201]1 Update

Event: 74, Ay instance of cars ordered by or providad hy someons impersanaling a physiion, nurss, pharmacist, o olhes

ficansed_healthcare nravider
Implementation Guidonce; This eventis intended to coture;
*_thosa wilhout licensure o provids the core given;
»_thoso with Hcensure viho tepresent | act beyond the scope of thelr licensure,

It is not intendsd to contuis individuals viho ere mrackicing within the scape of their iconse.on wham aoients o oihers mistokenly bostow
fitlos beyond thai scone when such is not encouraged by the srovider
Avalicable settings: |

«_Hospitals

. Oulpulient/oﬂica-hused Surgary {ente;s

Cﬂre/SkaHed NUJSII]Q Facilities

Event: 78, Abdudlion of a nelient/resident of onv age
Implementation Guidance: This evant is intendad fo copture;

:nguLe o pafient/resident, who doss not hova decssmnmukma capacily, wilhout specific nofificlion ong opproval by stoff
aven when the person is othervise authorized Jo be awoy fiom ihe setting,

Examples of individuols who do not have dedisionmaking capacity incsde: newborns, minors. adulis with Alzheimer's,
Anuhcab[e seftings:

-,,,._Outu.o.henl/Qfﬁcarbusgd.5uhr.ge,w.£entelsﬂ
*_Ambulatory Proctice Sefings/Olfice-bosed Practices
o Longtorm Cose/Skilled Hursing Facifitiss

Als Nalional Quality Ferum
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Events In Healthcare—2011 Update

Event; 7€, Sexuol ahuse/assuult on o palient o staffmember within o on the grounds of o healtheara selling

Implementation Guidance: Languaas and definilions nray vory bosed en stole statuta; hiowever, the priaciale and intant remain
regordless of longuage teauiced bosed on jurisdiction,
Avoficable setfings;

*_Hospltals

» Outpatient/Officebosed Surgery Ceniess

+_Ambulotory Praclics Seliings/Office-bused Pradlices
* Longlerm Core/Skilled Huising Facifities

Exent. 70, Death or serious injury of o patient or staff member casulting from o ahysical assault (.., hattery) that accurs

vrilhiy or on the arounds of @ healicore selling,

Implementation Guidance: Longuage ond dafinitions may.very hosed on stofe stotute (e.q., mony slafes have exising slalutes tho!
s tho ferms “first deares ossoult” or"second degies assaull” or “hotteny”).

Applicabls seflings:

s _Hospitols

*_Qutgofient/Office-hased Suraery Canters

* Ambylatory Practice Sehings/Office-basad Practices
(are/Ski i (iIiI

At/

Melionol Quality Forum
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+-SURGICALEVENTS
EVENT ADDITIONAL SPEGIFICATIONS IMPLEMENTATION-GUIDANGE!

memmemmammﬁmmmmmm
erganizalions/entiies thathave implemented-thereporting of the events-and the recommendabions o NOQE Members and
the-publie—-Assueh-the guidance does nob-purpertte-be—neris-itrequired to be—either comprehensive or uniform-across
theevents:

Exeeptinthe caseofan-emergencyra-physiclan mustoblain-a-pationt sagreement-{informed consent-oany courseof
treatmentPhysiclans-are-requirec-to-tell the patient-anything that would substantiallyaffect his-or-her decision Such
intormation-typicall-includes the-nature and purpose of-the treatmentincluding its visksand-benefits-andaltemative
em%mkm%@%ﬂsm;m&{mmmmiemMGWH

HeptsaumtherzaHon oraereen T b
<t EEAHOR-OT A2

P 2.-‘1-.”-.-. 5 = irp-4k
precessofcompunticalion betwesn o patientan {an-thatresulis-in-the pati

mniesg&weeﬁem&;a&atem%eﬁemwam@%&ﬂ%p&b&akg@ﬁ%&@%hm
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1. SURGICAL EVENTS {continued)

EVENT ADDITIONAL IMPLEMENTATION-GUIDANCE
SPECIEICATIONS

B-Surgery Deﬁneda&anﬁu;gepy-en-a Thiseventis-intended to-capture:

perormed-on i ithd S—ﬂl = Surgical-procedures Lwhetherornot-complated)

i *e‘uem"’mng i ented-informed initiated-on one-patient-thatavere intended fora

pa

consent-forthat-patient. ditlerent-patient.

Surgeryis defined asan-invasive operative
Surgeryd es-endoscopies
an d@ﬂxe;;l:sswe procedure-inswhich-skin or-mucous-membranas
fuEes. and-connective Hssue is incised-orandinstrument is
introduced-through a natural-body orifice.
surgeries-include-arange of procedures from
minimally invasive dermatological-proceduses
tbiopsy;-excision, and deep-cryotherapy-for
malignant-lesions)-to-extensive multi-organ

transplantation. They ingl ude-mnnnmﬂymmve’ i i i
procedures-involving biopsies-orplacement.of
probes-orcathetersrequiring the-entey into-a body
savity through-a-needle or-trocar.They do-not
includethe-use of instruments such-as-otoscopes or
procedures such-as drawing blood.

surgical proceduresto supplementthe definition
aboveforexamplethe Institute of Clinical
Systems-Improvement list-of proceduresis
commenlyused,

Surgery-beginscregardless-of setting at the-point
ot surgical-incisionytissue-punctureorthe
insertion-ofan-instrument-into-tissues,-cavities,-or
organs.

Surgery-ends-alter-counts have-concluded; the
surgical-ingision-has-been-closed;-andlor-operative

device(s} suchas-probes-have beenremoved.;
regardless of setting {e.g postanesthesia recovery
unit-surgical suite-endoscopycunit).
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Appendix I: NQF Table 1 - List of Serious Reportable Events* Page A-iii
*Reproduced with permission from the National Quality Forum, copyright 2007,
1. SURGICAL EVENTS (continued)
EVENT ADDITIONAL, IMPLEMENTATION GUIDANCE
SEECIEICATIONS
CW\rong Defined as any surgical procedure This-eventis-intended to-capture:
surgical performed on a patient that is not
procedure consistent with the correctly = lnsertion of thewrong medical implant into
perormed-on-a documented informed consent for thecorreclsurgical site,
. that patient.
| This eventisnotintended-to-capture:
Surgery includes endoscopies and . . )
other invasive procedures. « Changes-in-plan-upou-surgical-entry-into-the
patient-dueto-the discovery-ofpathology in
Excludes emergent situations that | l0se-proximity-to the-intended site-when the

occur in the course of surgery and/or
whose exigency precludes obtaining
informed consent.

risk-of-asecond surgery outweighs-the benefis
ofpatient consultation;-orthe-discoverrofan
unusual physical-contiguration-(e.g.,
adhesions;-spinelevellextra vertebrae).

procedure-inavhich skin-or-mucous-membeanes
and-connective tissue is-incised-or an
instrument-is-introduced-through-a natural
bedy-orifice—Surgeriesinclude a range of
procedures from minimally invasive
dermatological-procedures{biopsy excision,
and-deep-cryotherapy-for malignant lesions)t to
extensive-multi-organ-transplantation—They
include-minimally-invasive-procedures
involving-biopsies orplacement-e£probes or
cathefersrequiring-the entry into-a body-cavity
through-a-needle-orirocar. They do-notinclude
theuse of instruments such-as otoscopes-or
procedures such-asdrawing blood.

Organizations-may-chooseto-adoptalistef
surgicalprocedures-to.supplement the
definition-above;for example, the Institute of
Clinical Systems lmprovement list of
procedures-iscommonbrused.

Swrgery-begins-regardless-ofsetting at-the
pointofsurgical incision, tissue punciure, or
the-insertion-eLan-instrument-into tissues,;
cavities, or-organs,
Surgeryendsafter.counts have concluded the
surgical incision has been closed, andior
operative device{s) such asprobes have-been
removed.regardless-of sefting {e.g. surgical
suite-endoscopy unit),

tmore}
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1. SURGICAL EVENTS (continued)
EVENT ABBHONALSPECIEICATIONS

Ui ; Exeludes o obi .
BrUnintendeds s 4 hatafe-intentionsivloft
°’a|,°'6iﬂ"ﬁb’m“' inhaeesbrchieas intertion)
or-otherprocedure implanted-aspertofa-planned
. o bi ;
BreseRt-Brior1-Surcery that are
intentionati-loftinwi koo
remaovetexceeds thediskof retention




10-144 C.M.R. Ch. 114 Rules Governing the Reporting of Sentinel Events
Appendix I: NQF Table 1 - List of Serious Reportable Events* Page A-v

*Reproduced with permission from the National Quality Forum, copyright 2007,

2 PRODUCT-OR-DEVICEEVENTS
EVENT ADDIHONALSRECIHCAHONS | IMPLEMENTATION-GUIBANCE
tous disabll " i 2 : h e Fdotact; b

use-of-contaminated produch theybecome known-to-the provider or-healthcire facisDetectian
d oyl b iocade-col , ot ,
bislogies-provided-by or-placoselovels:
the-healthearefacility

8 Patientdeatl hades bisbis ot i s iotended I
serfous-disabiliby exthetessrdrinsand-othersoecialized | Bintendadordeseibedby the device marufechirersHiterature:
associated-with-the tubesrnfuston-oumps-andventilators: Hhefosd-and Drso-Admtinisteation definas medical dovicoas
use-orfunction-ofa- Sarinstrument-aspart-implement-machinercortehance
devleem—aat-iem—ea{e implantinvitio-feagent ot othersimilacorrelated artice inchiding
used-or-functions e the officatHationat oreml halbited States
otherthanas .
intended PRy Suplemert o thenn

¢, Patientdeatl Eucludes dontt S ot fures-othortt . 4
serious-disabilite associated with-neurosurgieal inchieasartbhutkaownrsk-olrirembolismeara reporhablounder
assodiatedwitl . i ackiding bt notliitad-to, thoselavohing the |
ntravasataral risk of intravas b sirembelisn reckrapintdelversand-cesareansection soinakinstrumentation
whilebeing-cared-for
ra-hedlthearefasitity

s ]
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3+ PATIENT-PROTECTION-EVENTS
EVENT ADDIHONALSPECIHICATIONS | IMPLEMENTATION GUIDANCE
the-wrona-person theaoeofoneyear
selous disability adults; aecurs-dueocrcumstances urrelated-to the elopement fafter the
patientelopement Fhetermeompetentadiish . . .
disappeatanee) presailing-tepatstandards,
sabilitewhilebeing | ressltin | P i
caredforin-a thabwerethoreasen-foradmissionte
healtheare facility theheaithearefacitty:
4-CAREMANAGEMENT EVENTS
EVENT ADDITHONALSPECIFICATIONS | IMPLEMENTATION-GUIDANCE
Ao Patientdeathor Exchidesreasonsble dffcrences Fhisevent isintended o copture:
assochated witha selectionand-dose; apatientknowato-haveserisus alersies o speciiemedications/
licatio fraoit Heationsiagents rosulting In sert
thewronadr fedicationto-whishaeatient-has alleroy-informationsfai ; : indforation:
Wmﬂ&d%@ﬂm’rﬂ rkagwnaliersy-and drug-druo fotluretoassure the-avaifabiib-of-aheror-information-and
i i interactionsforwhichtheseisnovm proftinenthedisalavit-or throuohothersystem failures-that are
- determired-brinvestioatisnto-bethe cuse ot the adverseovent:
Bfeﬂiﬁﬁ&hre; " G“WI Ff."*“‘"“"l patent 5‘95“5”.["9;“"-‘1””‘5. rdisabilite2s
Wiongouteo o s e
dministratio BQccurrancesia
¢ i aresaitelthewrangadministeation techmaue:
Hrisevent-isnetintended-to crpture:
B-Patientdeath-arsedous-disahiibeasseciated vathallergios that
could-otreasonablye-have beenknowrrordiscerned inadvancesf
theevenk
n—Aisitwtionsinwhich buo-ormoremedicationsareadmiaistered
{arwhichthoreare drva-drsrintoractions with knovwn-potantial
fordeath orserous-disabilibr-—onb-thase thatresuitin deathror
sa iaﬁs disaéi 't’.
B?P&@Eﬂ'"deathf” This aventisrotint 34 Fres
associated-witha. %mmﬁmﬁam WWWG
hemolytic reaction-due . o . ,
to-theadnvinistration wmmmwam
of ABOAHEA- HiA-rmatching:
incompatible-blood
ar-blosd products ores
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S CAREMANAGEMENT EVENTS
EVENT ADBIHONALSRECHHICATIONS | HARLEMENTATION-GUIDANCE
seriotsdisability - dayspostdelivery: ofganizetion-abligatioristerepertthe-ovent-when it ismade-swrre
ordelivery-ina amniticliidenbolimanichty | O epaents it
: 0’ er-alareonenerorcfdiomyopathy: Ne-secortnt-ifra-ronaa
g.«h e-beln fo tw Mmmm&deﬁn&éﬂﬁﬁeeﬂa . e '
healthearefaelity renatdiseasercollapen-vasculidiseasedivor-disease cardiavasashie
retardationrsmokingroreonanes-induced-fypertensionrpremature
riptureeEmenbranesrorotherprevioush-documented-conditionthat
posesa-highiskof poor preonanerouteome™
D Patientdeath of Hypesleeria s defined a5 bloot ohicose-teveki~<aomodt
assoclatedwith
hypoalycomiarthe
enset-ofwhichoccurs
while-the patieat-is
belno-cared-forina
healtharefaclity
E-DPeath orserioyus Hyperbifirubineatiaisdefinedas Theotanizations-oblisstiont-toreportthesventwhenitismade
disabilite-rernicterus) | bilibinlevels>-30-mofdk awire-of thedesthorserousdisabilib-either byre-admittenee-orby
assoclated with-failure the-patieat’sfamile
todentifyandticat | Aeiroterefes tothedist 2 dos
wypesbifirebinemia-in '
neanates
k—Stage3-or-dpressire ExcludesprogressionfromStapa
meersasquired-after to-StaadrfStage2was-racoanized
admisslonteoa unofradmission:
healtheare-faeliby
G-Patient-deathot Cpinetraniptitve therprencompassesattbrnes obmanat
serious-disability-due techniaesrineluding seinahmobilizationtmovamentof Hointwithia
to-spinal-manipalative itsphsioboicrinpeobmotiontand manipuhtion {movementbevend
therapy s physislogicranaeof motionl-renardlessof their precko anstomic
and-physistontefocus-ortheirdiscipline-oforiaint
H-Artificiabinsemination The ofganizations-eblisationto-reporb the eventwhenitismade
with-thewrona-doner avareshtheoteurrence
SPRFM-OFWIORG-€64
rioret

"‘I\]OF Serions e rﬂr!nh!u Euents in-Healthepre: A Consausus Rmmr} NQE: L\Tashtnrr!nn D2 2002

I\’ﬁr Serfons Eel O fable Evendsin Healtlearer-A-Consensy i'?.nm £-INQE Wasghi

nnl'r\n D 2002
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S ENVIRONMENTAL-EVENTS

EVENT

ADDIHONALSPECIFICATIONS

IMPLEMENTATION-GUIDANCE

A-Patientdeath-or
serlous-disability
assodated-with-an
electricshockowhile
beingcared-forina
healthearefacility

Exclid s ok ol

His-evertisintended to capture:

Pt b or disthi . thsg -
shack-during-the courseof careortroatment

B-Patient deathordisahilibrassacited with emerpenar-defibeillation
et featar Rrits ; ke thetapics

B Any ncidentinvhich
afine-designated-for

B Patientdeathor
serous-disability
associated with-the
useof-restralntsor
bedsailsyehile-being
caradforina.
healtheare-faeility

“Adapted from-the Joint CommissionComprehensive-Accreditation- Manua i-Refresind Core-2006.
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EVENT ADBYHONALSPECIFCATIONS

RAPLEMENTATION-GUIDANCE




MAPA-3 revised 9-09

Notice of Agency Rule-making Proposal

AGENCY: DHHS, Division of Licensing and Regulatory Services

CHAPTER NUMBER AND TITLE:
10-144 C.MLR. Ch 114, Rules Governing the Reporting of Sentine] Events

PROPOSED RULE NUMBER (leave blank; assigned by Secretary of State):

CONTACT PERSON FOR THIS FILING:

Kenneth Albert, RN, Fsq., Director, Division of Licensing and Regulatory Services

41 Anthony Ave, 11 State House Station, Augusta, Maine 04333

(207) 287-9300  (800) 791-4030  fax: (207) 287-5807 kenneth.albert@maine.gov

CONTACT PERSON FOR SMALL BUSINESS INFORMATION (if different): S8ame

PUBLIC HEARING {if any): None scheduled.

COMMENT DEADLINE: October 19,2012 at 5 pm -

BRIEF *STUNVIMVARY:

The proposed rules replace the outdated 2007 NQF list of serious reportable events with the 2011
updated list published by the National Quality Forum (NQF). The 2011 NQF list includes the
following changes: [1] A NEW category is added to the NQF list: “Radiologic Events” is now
Category 6; [2] A NEW event is added at Category 1E: patient death asscciated with the
administration of anesthesia; [3] The event in Category 3A is expanded to include the discharge or
release (to other than an authorized person) of a person “of any age who is unable to make
decisions” (the word “infant” is deleted); [4] The event in Category 3C is expanded to include
“self-harm” (Patient suicide, attempted suicide or self-harm); [5] A number of changes are made
to Category 4 inciuding the following: three events in the 2007 list are not in the 2011 list (deletes
hypoglycemia, hyperbilirubinemia, and spinal manipulative therapy); there are three NEW events

{4D - death or serious injury ot a neonate associated with labor or deliver in a low-risk pregnancy;
4H — death or serious injury resulting from the irretrievable loss of an irreplaceable biological
specimen; and 41 - death or serious injury resulting from failure to follow up or communicate
laboratory pathology or radiclogy test results); [6] An event was moved out of Category 5 and into
Category 4F {death or serious injury assoctated with a fall); and [7] An event in Category 7C 1s
expanded to include the underlined words: (Sexual abuse/assault on a patient or staff member).
> The definitions of “Serious” and “Surgery™ have been updated for consistency with the 2011 NOF

events. See Seciions 1.24 and 1.27.

s The department also made non-substantive changes to this rule including: [1} implementing the
federal change of the term ICF/MR {Intermediate Care Facilities for Persons with Mental
Retardation) to ICE/UD (Intermediate Care Facility for Individuals who are Intellectually

Disabled): and [2] updared reference to tae 2011 NOQF hist of serious reportable events. See



Sections 1.8.4 and 1.22.4.

IMPACT ON MUNICIPALITIES OR COUNTIES (if any)
This rule is not expected to fiscally impact or create new recording burdens for health care
facilities. This rule is not expected to yield new costs for municipal or county governments.

STATUTORY AUTHORITY FOR THIS RULE:
22 M.R.S.A. Chapter 1684 Sentinel Events Reporting; 22 M.R.S.A. §42; and 22-A ML.R.S.A. §203.

SUBSTANTIVE STATE OR FEDERAL LAW BEING IMPLEMENTED (if different): Not different.

E-MAIL FOR OVERALL AGENCY RULE-MAKING LIAISON: Kevin. Wellsi@maine.sov

* Check one of the following two boxes.

X The above summary is for use in both the newspaper and website notices.

D The above summary is for the newspaper notice only. A more detailed summary / basis statement is attached.

Please approve bottom portiqpr’éf thisform and assign appropriate AdvantageME number.

APPROVED FOR PAYMEN 2ot r_ Lok £, 1.  DATE: Tl Tt

P 4 =g = .
(Authorized Sign/atzzre) Kénineth Albert, RN, Esq., Director
Division of Licensing and Regulatory Services




Department of Health and Human Services

Department of He;:fh‘l Licensing and Regulatory Services

and Human Services 41 Anthony Avenue

Maina Peopla Living 11 State House Station

3ofs, Healthy and Produdtive bives Augusta, Maine 04333-0011

i Tel.: (207) 287-9300; Fax: (207) 287-9307

Payl R, lePags, Gevemer Mary C. Mayhew, Commissioner Toli Eree (300} 791-4080; TTY Users: Dial 711 (Maine Relay)
DATE: September 18,2012

TO: Interested Parties

FROM: Kenneth Albert, RN, Esq., Director, Division of Licensing and Regulatory Services

SUBJECT: Proposed Rules Governing the Reporting of Sentinel Events, 10-144 CM.R. Ch 114.
No public hearing.
Comment Deadline: October 19,2012 at 5 pm

The proposed rules replace the outdated 2007 NQF list of serious reportable events with the 2011 updated list

published by the National Quality Forum (NQF).

e The 2011 NQF list includes the following changes:

[11 A NEW category is added to the NQF list: “Radiologic Events™ is now Category 6;

[2] A NEW event is added at Category 1E: patient death associatéd with the administration of anesthesia;

{3] The event in Category 3A is expanded to include the discharge or release (to other than an authorized
person) of a person “of any age who is unable to make decisions™ (the word “infant” is deleted);

[4] The event in Category 3C is expanded to include “self-harm” (Patient suicide, attempted suicide or self-
harm);

[5]1 A number of changes are made to Category 4 including the following: three events in the 2007 list are not in
the 2011 list (deletes hypoglycemia, hyperbilirubinemia, and spinal manipulative therapy); there are three
NEW events (4D - death or serious injury of a neonate associated with labor or deliver in a low-risk
pregnancy; 4H — death or serious injury resulting from the irretrievable loss of an irreplaceabie biological
specimen; and 41 - death or serious injury resulting from failure to follow up or communicate laboratory
pathology or radiology test results);

[6] An event was moved out of Category 5 and into Category 4E (death or serious injury associated with a fall);
and

[7} An event in Category 7C is expanded to include the underlined words: (Sexual abuse/assault on a patient or_
staff member).

¢ The definitions of “Serious™ and *Surgery” have been updated for consistency with the 2011 NQF events.
See Sections 1.24 and 1.27.

e The department also made hon-substantive changes to this rule including: [1] implementing the federal
change of the term ICF/MR (Intermediate Care Facilities for Persons with Mental Retardation) to ICF/1ID
(Intermediate Care Facility for Individuals who are Intellectually Disabled); and [2] updated reference to
the 2011 NQF list of serious reportable events. See Sections 1.8.4 and 1.22.4,

The proposed rule is posted at http://www.maine.gov/dhhs/dlrs/rulemaking/proposed.shiml  Call (207) 287-
9300 to have a paper copy of the rule mailed to you.

Comments on the proposed rules will be accepted until Friday, October 19,2012 at 5 pm.

Thank you.



